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Office Action Summary 



Application No. 

09/299,562 
Examiner 




Applicant(s) 

HEGEDUS ETAL 



Period for Reply 



• Extensions ofiime may be available underthe provisions of 37 cfr i'i™=i ■ 
after SIX (6) MONTHS from the mailing date of thl wmmunLon {l "° 6Vent h0Wever ' ma * a re P'V * timely filed 

earned patent term adjustment. See 37 CFR 1 704fb) communication, even if timely filed, may reduce any 

Status 

1)13 Responsive to communication(s) filed on 28 September mm . 

2a)^ This action is FINAL 9Mn tw^ 

u *u)U This action is non-final 

Disposition of Claims 

<M Claim(s) 24-37 and 42-94 is/are pending in the application. 

4a) Of the above claim(s) 24-29,91 and 9? is/are withdrawn from consideration 

5) D Claim(s) is/are allowed. 

6) E| Claim(s) 30-37. 42-90 9.1-94 is /are rejected. 

7) Q Claim(s) j s /are objected to. 

m Claim(s) 24-37 and 42-94 are subject to restriction and/or election requirement 
Application Papers 

9)D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a) D accepted or b) D objected to by the Examiner 

Appncant may not request that any objection to the drawing) be he.d in abeyance. See 37 CFR 1 85(a) 
1 DD The proposed drawing correction filed on j S - a)H annmvpH wn h- , 

J ls - a >LJ a PProved b)U disapproved by the Examiner 

If approved, corrected drawings are required in reply ,o this Office action 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) B Acknowledgment is made of a Cairn for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 
a)S All b)D Some * c)D None of: ( ,- 

1. E Certified copies of the priority documents have been received 

2. D Certified copies of the priority documents have been received in Application No 

received in this National Stage 



•Seethe " 
See the attached detailed Office action for a list of the* cJmc£Z% received 

T^eZT T °! 3 * ^ d ° meStiC Pn0rity 35 U S C - § 1 ^ * P" aPP-ication) 
15)H Ac7nnw.pi '° n "* f ° rei ' 9n ' angUa9e provisional application has been received 

9 ' S ^ ° f 3 C ' aim d ° meStiC Pri ° rity Und6r 35 U S C - §§12oTn e d/or 121. 

1 ) M Notice of References Cited (PTO-892) r-i 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5 H IT™™ (PTCM1 3) Paper N °( s >- ■ 

3) U Information Disclosure Statements) (PTO-1449) Paper No s) g Q ° f M ° m3i Patent A PP |icatio " (PTO-152) 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 18 



Application/Control Number: 09/299,562 
Art Unit: 1647 



Page 2 



The examiner in charge of your application in the PTO has changed. To aid in 
correlating any papers for this application, all further correspondence regarding this application 
should "be directed to examiner Sandra Wegert in Group Art Unit 1647. 



DETAILED ACTION 



Status of Application, Amendments, and/or Claims 

The amendment filed 30 September 2001 (Paper No. 17) has been entered. Claims 1-23 
and 38-41 have been cancelled. Claims 24-29 were withdrawn by the examiner (Paper 10). 
Claims, 30-3 7, 42-90 and 93-94 are under examination. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Newly submitted claims 91 and 92 are directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: it does not read upon the 
Inventive Group elected by the applicant in Paper 15. Claims 91 and 92 are related to the 
claimed Invention as product and process of use. The inventions can be shown to be distinct if 
either or both of the following can be shown: (1) the process for using the product as claimed can 
be practiced with another materially different product or (2) the product as claimed can be used 
in a materially different process of using that product (MPEP § 806.05(h)). In the instant case 
the methods recited can be used to deliver other compositions. 
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Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. Accordingly, claims 91 and 92 are withdrawn from consideration as being 
directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Claims 30-37, 42-90 and 93-94 are currently under examination. 



Withdrawn Objections and/or Rejections 

The requirement for an updated filing history to be inserted into the specification as set 
forth at p. 2 of the previous office action (Paper No. 10, 16 March 2000) is withdrawn in view of 
Applicant's amendment providing an update of the filing history (Paper No. 17, 4 Oct. 2001). 

The rejection of Claims 1-9 under 35 USC § 102(b) or alternatively, 103(a) as being 
anticipated by Mitsuharu (JP 58-216126, 1983) is withdrawn because applicant cancelled claims 
1-9, and because of the explanation by applicant that the scope of the solubilities of the 
components of the Instant Invention do not overlap with the solubilities reported by Mitsuharu 
(JP 58-216126, 1983). 

The rejection of Claims 1-10 under 35 USC § 102(e) as being anticipated by Desai (US 
5,916,596) as set forth at pp. 9-10 (Paper No. 10), is withdrawn based on explanations from 
applicant as to how the composition recited in the Desai Patent is not overlapping in scope with • 
that in the Instant Application, and because the Desai Patent claims the methods rather than the 
composition. 
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Maintained Rejections/Objections 

The rejection of Claims 30-37 under 35 USC 1 12, first paragraph, set forth a, pp. 4-5 of 
me previous office action (Paper No. .0) is maintained. The specification, * being enabling 
for a composition comprising paclitaxel and albumin, for example, is not enabling for the many 
compositions encompassed by the claims. Claims 30-37, 42-90 and 93-94 remain rejected under 
35 USC 112, first paragraph, for the reasons already of record on pages 4-5 of the Office Action 
dated 3/16/00. Applicants have amended the claims without removing references such as "a 
water-soluble product" and "substantia, binding affinity to piasma proteins", tha, would limi, the 
scope of the claimed invention. While the amendments do provide some limitations as far as, for 
exampte, solubility, (he breadth of the claims is still large enough to encompass numerous 
compositions comprising the insoluble drug and blood protein. 

The rejection of Claims 30-37 under 35 USC 1 12, second paragraph, set forth a, pp. 6-7 
of the previous offiee action (Paper No. ,0) is maintained. The claims are rendered indefinite 
by reciting Suos.an.ia, binding affinity", which is vague and confusing. Cairns 42-80 remain 
rejected under 35 USC 1 12, firs, paragraph, for the reasons already of record on pages 6-7 of 
Paper 10. 

The rejection of Claims 30-31 and36 under 35 USC § 102(b) or alternatively, ,03(a)as 
being anticipated by Satoh (EPO 03266.8, 1988) is maintained for the reasons se, form at pp. 8- 



Application/Control Number: 09/299,562 

Page 5 

Art Unit: 1647 

1 1 (Paper No. 10) and because amended claims still encompass many products with the recited 
characteristics anticipated by Satoh. The Instant Claims make no mention of properties that 
distinguish the claimed compositions from those disclosed in the EPO 0326618 patent (Satoh, 
1988). Claims 30, 42-90 and 93-94 remain rejected under 35 USC 112, first paragraph, for the 
reasons already of record on pages 6-7 of Paper 10. 



New Rejections/Objections 

Claims 30, 32-37, 50-56, 58, 61-78, 81, 82, 85-90 and 93-94 are objected to because they 
recite or encompass non-elected inventions. 



Conclusion: Claims 30-37, 42-90, and 93-94 are rejected. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sandra Wegert whose telephone number is (703) 308-9346. The 
examiner can normally be reached Monday - Friday from 8:30 AM to 5:00 PM (Eastern Time). 

If attempts to reach the examiner by telephone are unsuccessful, the Examiner's 
supervisor, Gary Kunz, can be reached at (703) 308-4623. 

Official papers filed by fax should be directed to (703) 308-4242. Any inquiry of 
a general nature or relating to the status of this application or proceeding should be directed to 
the Group receptionist whose telephone number is (703) 308-0196. 
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